®005/013 


l)5A27'&e 14:24 ©010 741 4P06 RJR-SALES EAEC, ■■**<* 1600 BUFFALO 

ISSUE ALERT! 

Clinton Authorize s FDA Control of Tobacco 


Overview 


♦ August* 1995* President Clinton uses Executive Authority to direct FDA 
to prepare proposed rule making to regulate tobacco to reduce youth 
access to tobacco products. 

« August, 1995, Kessler at the FDA issues proposed rules (partial listing): 

• All cigarettes and smokeless tobacco products (not 
cigars & pipes) 

- Federalizes 18 year old minimum age law 

- Bans vending, mail order, self-service displays, 
mail coupons and free samples 

- Requires manufacturers to monitor retailers 

- Restricts use of product brand names and sponsorships 

- Restricts advertising and requires approval by FDA 
Of all advertising 

• August, 1995, RJR and four other cigarette manufacturers file a lawsuit 
to block the Clinton Administration's attempt to grant the FDA 
authority to regulate cigarettes. 

• During the public comment period, the FDA received over 540,000 
individual documents, the largest response ever of any FDA proposal. 

A majority of the responses opposed the FDA proposal. 

• August 2Q, 1996, the Department of Health and Human Services 
announces drat teen-drug use in the U $. has soared 105 percent from 
1992 to 1995. 


Source: https://www.industrydocuments.ucsf.edu/docs/kgym0000 
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FDA Overview continued 


* Avgust 21,1996, President Clinton announces he will sign the executive 
order which accepts the proposed FDA rules to regulate tobacco before 
the Office of Management and Budget finishes their review and 

recommendations. 

• August 23, 1996, President Clinton announces acceptance of final FDA 
rules. A brief summary of the final rules are as Mows: 

• Severe advertising restrictions: No advertising within 

1,000 feet of schools; Black & white text only advertising 
for all other outdoor including billboards, signs inside and 
outside of buses, all point-ofoale advertising. Advertising 
in publications is limited to B&W tent only, except adult* 
only publications. 

• All advertising must be approved by the FDA. 

• Bans premiums. Prohibits the sale and giveaway of 
products like caps and gym bags that cany cigarette or 
smokeless brand names and logos. 

• Totally bans sports and event sponsorships including teams 
and entries. Corporate names may be used. 

• Proposes to require tobacco companies to educate young 
people about health risks associated with tobacco products. 

• Gives the FDA extraordinary authority to place even more 
harsh requirements on manufacturers, distributors and 
retailers in the future. 


. .Source: https://wwvy.industrydocuments.ucsf.edu/docs/kgymOOOO 
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►A TALKING P O INTS 


• We don’t think kids. should smrtw...PERJOt)! Th*t’» >-i» we xroc^v support 
effective prograins tiko WE CARD and the Department ofHcallb and Human Services 
new regulations. 

• President Qifiton’s decision is pure politic*] diversion. The day before Clinton mikes 
his tanoBoceiaeat cm FDA, hk own ndminljtittfioo released a report that teen-thug use 
i & skyrocketing...up 105 percent under the Clinton watch! 

• If Clinton is *o concerted about our children why doesn't he do something about the 
wen-drug epidemic? Since Qiaton haa been President: 

• Teen drug use is. up 103 percent! .And no advertising was used by the 
Drug Lords. 

• He cut the anti-drug office by 80% in his first year! 

• He cut over 600 drug enforcement positions from ihe DEA. FBI, end 
others enforcement agencies! 

• Ht has no program to fight drug and aloobd use among our children! 

• The FDA’s new ruling dearly is a violation of FirttAniendtrieot Rights. We could be 
on our way to prohibition, and now the FDA has the authority to make it happen 


• Oiaton’s approval ot the FDA efiw has nothing to do with youth strwkiog.,. itV, an 
election-year gimmick. Ail the Clinton adnMstrkioo’s political talk about protecting 
our chikfreo can be solved by a new federal regulniioa ccecwd this year by HHS, 


• HHS's new regulatLoDs requires all 50 straw to show dramatic improvement in 
reducing youth Hnoldng or !oo<w> million* of dotkis in federal funding for other 

programs. 

• Since Cchgrtss passed the law, mat than 30 starts have fwthar rtrengthened 
thejr wasting law* against youth sroakkg, 

• The HHS approach gets better rcaults it lower cost 

EDA!*, daatic JBguiaikre gtt lomisaultf tta HHSl 

• HHS re** rajuira soccers within several years. FDA rules would reejuirt 
only a 50% success me. 

h^s gam >«**■ jaaMia it c ^- 

• HHS lto coat about $100 million a year. FDA soy* its roles will cost move 
than $227 tnEDioo a year (cowidered by many to be an extremely lew estimate). 

• States have flexibility to implement tbeir own programs. 


Source: https://wvyw.industrydocuments.ucsf.edu/dpcs/kgym0000 
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• The HHS *pprw>cb was euthomed by Congress. FDA W 85 net CEatOO give* 
undated bureaucrats at the FDA exttiadinaty power to dictate how tlegflprodoctis 
mantifaclurod tad m*rkettd...thi* U a tUngetwa precedent! 


Snippy RefjHMMt far Interview! & Debate* 


• if tobacco advertising i* respuwiblc for kid’s smoking, then bow do you explain the 
105 ( Jb increase in tcen-drug use over tbc past four years? I guess it's ill those 
marijuana ids the bfis see on billboards, in mtgtxmcs uni cn TV7 


• The claim that tobacco is a “gateway drug" that lead* to the use of Illicit drug* Is 
preiXKterou. If that were true, we would hive bed * nation filled with drug addicts 
bade in tbc 50'i and 60’*, when a majority of American adults smoke. But cocamoo 
senue helps people distingitishbetu^ legal, culioranv 
tobucco and mM-altering, bird drags Hlce cocaine, LSD and heroin. 


• This is nothing more than; Backdoor Prohibition. The government's stated goal is a 
Srcotefitee Society by the Year 2000, and this is yet another step toward the total 
Prohibition of tobacco products. 
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BACKGROUND INFORMATION 


Two Contrasting Plans 
To Regulate Youth Access 
To Tobacco Products: 


Food and Drug Administration 
(FDA) 

& 

Substance Abuse and Mental Health 
Services Administration 
(SAMHSA) 

(Dept, of U. S. Health and Human Services - HHS) 


Note; The Substance Abuse and Mental Health Services Administration 
(SAMHSA) was formerly called the Alcohol Drag Abuse and Mental 
Health Administration (ADAMHA). 


Source: https://wwvy.indgstrydocuments.ucsf.edu/docs/kgymOOOO 
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HHS vs. FDA 


• In L992, Congress passed the Synar Amendment to the Alcohol, Drog Abuse and 
Menud Health Administration Reorganization Act (ADAMHA), Its purpose: to reduce 
minors’ access to tobacco. Under its terms: 

* States must enact and enforce laws prohibiting sale and distribution of tobacco 
products to anyone under age 18. 

« Eochiute must achieve at least 80 percent success in enforcing its 
nnmmum-agelsw. 

• If any state falls to comply, it loses its federal subBtance*abu$e block grants. 
(However, states can use block-grant money for enforcement efforts.) 

* On January 19,1996, the U.S. Department of Health and Human Services (HHS) 
published new regulations implementing the 1992 Synar Amendment SAMHSA—the 
Substance Abuse and Mental Health Services Administration—administers these new 
regulations. 


* Meanwhile, since August 1995, the CLicton Administration has been pushing to allow 
the U.S. Pood and Drug Administration’s proposed rules that allegedly aim to reduce 
youth tobacco use. In effect, the FDA Is duplicating SAMHSA’s efforts. 

* But the two plans differ sharply from each Other 1 

* The FDA’s plan will cost much more than SAMHSA‘s plan and wiil accomplish far 
lest;. 


• The FDA itself estimates Us program will cost $227 million per year over seven 
years, with an initial one-time outlay of $26 to $39 million. 

• Yet die FDA is Striving for ooly a 50-pctcent reduction in youth tobacco use 
over the seven-year period. 

• The SAMHSA plan will cost only $100 million per year. And it will strive for 
80 percent success within several years (as few as four). 

• Thus the PDA’s less ambitious plan would cost taxpayers almost five times as 
mnch per annum as SAMHSA’s tougher plan. And that's by the FDA’s own 
optimistic estimate. Private consulting firms say the FDA scheme would cost 
much more. 


. Source: https://www.jndustrydocuments.ucsf.edu/doQs/kgym0000 
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• The SAMHSA regulations squarely eddicsa the problem of uaderagt smoking. They 
take a blunt, bold approach 1 . Enforce youth minimum age law*, oc states lose block 
grant*, 

• The roApJaa, by contrast, seems more like a vendetta against the tobacco iaduNjy. It 
turns wslf-^avk* display racks, except in adult-only establishment! that me totally 
insercisibif. to minors. The new mica severely restrict tobacco advertising, and places 
■ total ban on sports and event sponsorships by tobacco brands. It even gives the FDA 
power to outlaw tobacco entirety. Thus, it will punish adult smoker* more than it 
would deter underage ones. 

• The SAMHSA rules put responsibility where it belongs: on the stales, which can 
administer tobacco control much more efflekotiy than a giant federal agency can. 

• The SAMHSA rules strengthen enforcement measures that have already proved highly 
effective, c.g» random, unannounced Inspections of retail outlets tad vea^g-macMnc 
sites. 

• The SAMHSA rules prut real teeth into minimum-age laws. By tying effective 
enforcement to federal funding, they give states a real incentive to reduce teen tobacco 
sales. 

• At the same time, the SAMHSA plan gives states needed flexibility. Each state can 
tailor Us enforcement efforts to its own unique circumstances. 

• Tbs SAMHSA plan dovetails well with a nationwide koitiadvc recently launched by a 
coaMon of retail associations, wholesaler groups, and manufacturers. The WE CARD 
program helps merchants train store clerks to “card 0 customers: provides in-store signs 
proclaiming the tmnimum'ige policy; and funds other educational effort* to prevent 
underage sales. Therefore, it supports SAMHSA. 

• Most importantly, the SAMHSA plan represents the will of the people... or at least the 
will of ow duly elected representatives in Congress. 

• Qolike the SAMHSA rules, the FDA plan does not con* from a congressiooal 
mandate. In fact, the FDA plan bypasses Congress entirely, in an attempt to wrest 
tobacco control away from. Congress—a blatant power-grab the Clinton 
Administration gives the power to the FDA to impose its regulatory schemes by 
bureaucratic fist 

• Thus the two agencies have contrasting goals. SAMHSA Ktka to reduce youth 
smoking. The FDA effort is » politically motivated move in an election year that gives 
unprecedeaied power and authority to uwketod bureaucrats to ahimatety take tobacco 
amy from adults. 

• If the Adtninistratioa really wanted to reduce youth smoking. U wwaU coder*; 
SAMHSA* i tough, effective rules, which actually address the youth-access issue, ft 
vvould w*duplicate efforts—at five tones the oo« — by supporting the FDA’s 
infaguideditftackooaduhtobacwuaer*. 


Source: https://www r industrydocuments ! ucsf,edu/docs/kgymOOOO 
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The IDA has do legal authority to regulate tobacco products: 


• For 90 years - sauce the enactment of the original Pure Food and Drugs Act in 1$06 
i^i continuing with ^Fedend Food, and Counebe Act in 1938,and. all 
subsequent amendments ~ Congress has declined to give EDA jurisdiction over 
tobacco product*. 

• Since 1929, at least 20 bills to give FDA jurisdiction over cigarettes have been 
introduced in Congress - ooae h» been enacted 

• Congress has. through various legislation, specifically given jurisdiction to regulate 
cigarettes to the FTC. HHS, the Dept of Agrteultwe, BATF and cither agencies - 
never to the FDA. 

• Since at least 1914, continuing to 19S9, FDA has continually Mated It has no regulatory 
authority over cigarettes marketed without therapeutic claims (testimony to Congress, 
administrative decisions by the Commisaiooer. briefs filed tn federal court, a Federal 
ftugiRter preamble, and other documents). 

• In, ASH v, Harris, the court upheld a decision by FDA that it does not have jurisdiction 
over cigarettes. The court sakk If the (FDA] requires expansion [to cover cigarettes], 
thaiistbejobofCoDgma” 6$5F.2dat243 


In August 1995, RJ. Reynolds joined other US. cigarette manufacturers in filing a 
complaint with toe U.S. Federal Court challenging FDA’s authority to regulate cigarettes. 
Simp^ put, the FDA’s proposed regulatory scheme for cigarette* is illegal undercurrent 

Not only U the FDA regulatory acheme illegal, it is also bad public policy and it will not 
meet its stated objective. 

• The FDA Btatci that it has the power to ban toe product. The food and drug laws say 
IJaat drugs and device* must be “safe'* and “effective” or else they cannot be sold FDA 
has said!for many years that cigarettes would not meet that aundard. 

• The FDA’s new restrictions «rti bans oo ffladtetingartiadveitUiag of cigarettes igaore 
god violate Fast Ameodmeat protection afforded to co iiM «< cia l foe 


Source: https://www ndustrydocuments.ucsf.edu/docs/kgymOOOO 
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Reynolds Tobacco and the UJS. tobacco Industry arc opposed to 
youth smoking and support programs to reduce access to the 
product by underage buyers. 

The long-awaited SAMHSA regulations are Congress* expressed 
wishes for dealing with youth smoking. The PDA’s new 
regulations are not. 

RJ. Reynolds Tobacco Company believe* the Coal regulations implementing the 
“Svnat Amendment" (issued 1/1806 by the Department of Health sod Human Services), 
offer constructive steps to reduce youth access to cigarettes. Having long bold the position , 
that youth should cot smoke, RJR supports meaningful efforts demonstrating realistic 
potential for mix-lug yuuib smoking. 

The intent of these regulations is supported by research findings that indicate 
compliance with minimum*age purchase laws can significantly reduce youth smoking 
incidence. Unlike the regulatory scheme proposed by the Food and Drug Administration 
(FDA), the provisions outlined m the Substanoe Abwe and Mental Health Services 
Administration (SAMHSA) regulations are based be proven methods, and give states the 
flexibility to re^pcodv^ptogreias tailored to fit their specific needs. 

We agree with the 124 U.S. House of Representative and 31 Senate members who 
responded to the FDA docket that Congress’ mandate for dealing with youth smoking were 
expressed in 1992 when the "Syaar Amendment" was passed. For decades, Congress has 
repeatedly rejected legislation giving the FDA regulatory authority over tobacco. 

President Clinton's daemon to grant the FDA’s regulatory power grab not only 
violates Congressional actions, It creates an unnecessarily burdensome, expensive 
bureaucracy addressing unfounded allegations while ignoring Constitutional free-speech 
guarantees. 


Source: https://www.industrydocuments.ucsf.edu/docs/kgyrnOOOO 
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